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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)^ This action is FINAL. 2b)Q This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1.2,18.26 and 27 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 03 Claim(s) 1.2.18.26 and 27 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 



2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) ^ 5) □ Notice of Informal Patent Application (PTO-152) 

3) 0 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 3/ '> . 6) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01 ), 



Office Action Summary 
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DETAILED ACTION 

Claims pending 1, 2, 18, 26 and 27. 

Applicants have cancelled the formulation claims and deleted the non-elected subject matter, 
limiting it to the elected group. However it has still not been limited to benzimidazole. 
The applicants claims still contain the term comprising, which in the interview summary was 
agreed to be changed to consisting. 

The rejection of claims 1, 2, 18, 26 and 27 under 35 USC 103 over US 5330982 Tyers still 
stands. Applicants arguments are not persuasive. The reference clearly teaches 1-4 times a day 
and the dosage range is also the same. The reference also teaches suitable formulations to give 
controlled release of one or both the active ingredients . See lines 53-55 in column 10 of the 
reference. 

uch 30 torfiic ftddX Tb* prcpamwn* may *Ibo contain buffer 
i SO *oHs» ftavoortag, eokmrmg wd iweeieninf tytnu *s 
Appropriate 
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txmal nttiwi ft, 

Time release drugs work on the same principle and it would be prima facie obvious to 
administer smaller dosages at shorter intervals. 
Thus the rejection still stands. 

The rejection of claims 1,2,18,26 and 27 under 35 USC 102 over Martindale still stands . 
Applicants arguments that an increase is no the same ias extending a dose is not persuasive, 
since applicants comparison of the 20mg twice daily Vs the 40 mg once daily in the figure 1 
clearly indicates a slight increase in the % inhibition and not an extention of the inhibition. 
The rejection still stands. 
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The rejection of claims 1, 2, 18, 26 and 27 under 35 USC 103 over WO 96/01624 and Tyers 



5330982 still stands. 



Applicants arguments that Mardindale teaches a single dose and a higher dose may be related 



to only Zollinger -Ellison syndrome is not found to be persuasive , since the Tyers reference also 



teaches the controlled release and also that it can be administered 1-4 times daily . Applicant is 



not correct in indicating that the dosages given in the reference is only with respect to the 5 HT- 



receptor antagonist and not with respect to the H+K+ATPase inhibitors. See column 8 , 9 and 



10. 



The H+K+ATPase inhibitors dosages are given clearly in column 8. 



Column 9 clearly states these are in two separate preparation or combinations. 



Column 10 clearly also indicates the controlled release of on or both the ingredients. 



uhJ phywoJogwiJJy •ccepubic salts and toivfttea 
thereof. 
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pbrnyDbero m diffl ofe t and, mere ptrtlaikriy f 2- 
45 (pyria>taetMMpi^yl)be^ Such cora- 

postftdi ate dxfcctoied ro for example UK Ftteot Spccifl- 
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depend set en the influencing hoars referred to above, 
tbe H^K+ATPbm inhibitor may be adminhtercd tt 
dam up to, for example, 100 lo 500 mg per day, A 
composition for use according to the fawecrlco may 

r- 63 coetafc for example 5-250 mg of the H^K^ATPase 
faMbatof per dOin ge unit. Lower unii dam racb a* 

13 5-100 rug or 5-60 mg (c^ IG-^Orog) may, however, be 

V appropriate Tor more potest Ff-HK + ATPa*e toh&ilors. 
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Thus a composition for use according to the inven- 
tion containing a compound of formula (I) as herein 
defined may contain from 0.2 to 250 mg of the active 10 
ingredient per unit dose, and may be administered for 
example up to four times per day, such that the overall 
daily dose is in the range 0.5 to 500 mg. 

A composition for use according to the invention 
containing a compound of formula (II) as herein defined 15 
may contain from about 0.5 to 100 mg of the active 
ingredient per unit dose, usually 1 to 50 mg and prefera- 
bly 3 to 30 mg, and may be adminstered, for example, 
from 1 to 4 times per day. 



The reference teaches that the H+K+ATPase drug can be administered separately . 

In column 11 the two separate compositions are also indicated lines 39-40. 

Thus there is a clear teaching that H+K+ATPase inhibitors can be administered at 1-4 times 

daily within the same dosage as given by the applicants. 

The rejection still stands. 

The rejection of claims 1, 2, 18, 26 and 27 under 35 USC 1 12 still stands. 
The claims do not clearly indicate the .5-4 hrs interval. 

Conclusion 
The claims 1, 2, 18, 26 and 27 stand rejected. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR. 1 . 1 36(a). 
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A shortened statutory period for reply to this final action is s,et to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RITA J. DESAI whose telephone number is 703-305-1868. The 
examiner can normally be reached on Monday - Friday,9:30 am to 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Alan Rotman can be reached on 703-308-4698. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-308-4556 for regular 
communications and 703-308-7922 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. 



R.D. * 
June 26, 2003 




